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REMARKS 



Claims 1-55 were pending. Applicants have herein amended claims 45 and 52; cancelled 
claims 1-44, 47-49, and 54-55 without prejudice to continued prosecution; and added new claims 
56-76. Support for the amendments and the new claims can be found in the originally filed 
claims and throughout the specification. For example, support for the amendments to claim 45 
and for new claims 57, 58, 59, 75, and 76 can be found at page 18; support for new claims 56, 
60, 68, and 72 can be found at page 8; support for new claim 61 can be found at page 19; support 
for new claim 71 can be found in originally filed claims 45 and 51; support for new claims 62 
and 63 can be found on page 12; support for new claims 64-66, 69-70, and 73-74 can be found in 
originally filed claims 51-53; and support for new claims 67 can be found at pages 2 and 8-9. No 
new matter has been added. 

In view of the amendments and remarks herein, claims 45, 46, 50-53, and 56-76 are 
currently pending. Applicants respectfully request reconsideration and allowance of the pending 
claims. 

Telephone Interview Summary 

Applicants thank the Examiner for the courtesy of a telephone interview on January 5, 
2005. Applicants respectfully note, however, that the Examiner's Telephone Interview Summary 
appears to contain a typographical error. The Examiner indicated that claim 46 was drawn to a 
receptor to which HRGP binds, and that the Applicants' representative agreed that claim 46 
could be withdrawn. In fact, claim 47, not claim 46, is directed toward a receptor to which 
HRGP binds. Applicants agreed to withdraw claim 47, not claim 46, at the Examiner's request. 
Claim 46 is pending, and is directed toward a substantially pure histidine-rich glycoprotein 
polypeptide coupled to a toxin. Clarification is respectfully requested. 

The 35 U.S.C. §112 Rejections 

The Examiner rejected claims 45, 46, and 51-53 under 35 U.S.C. §112, first paragraph, as 
containing subject matter that was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it most nearly connected, to use the 
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invention. In particular, the Examiner stated that the present specification "implies that HRGP 
might be present near where neovascularization occurs," but that the "specification does not 
even establish whether a receptor for HRGP exists." The Examiner also asserted that that the 
Simantov reference used an anti-HRGP antibody, rather than HRGP coupled to a detectable 
label, to detect the HRGP polypeptide. In conclusion, the Examiner indicated that "the 
specification does not teach whether the full length HRGP polypeptide coupled to a detectable 
marker, let alone a reasonable number of species encompassed by HRGP polypeptides coupled 
to a detectable marker could be used to detect neovascularization" for in vivo imaging. 

Applicants respectfully disagree with respect to the amended claims. Claim 45 as 
amended recites a substantially pure histidine-rich glycoprotein polypeptide coupled to a 
detectable marker, where the detectable marker is a fluorescent marker, a chemiluminescent 
marker, an enzymatic marker, or a magnetic resonance moiety. Claim 46 recites a substantially 
pure histidine-rich glycoprotein polypeptide coupled to a toxin. 

"A patent must contain a description that enables one skilled in the art to make and use 
the claimed invention." Atlas Powder Co, v. E.L Du Pont de Nemours & Co., 750 F.2d 1569, 
1576, 224 USPQ 409, 413 (Fed. Cir. 1984). "An inventor need not, however, explain every 
detail since he is speaking to those skilled in the art." In re Howarth, 654 F.2d 103, 105, 210 
USPQ 689, 691 (CCPA 1981). "Not every last detail is to be described, else patent specifications 
would turn into production specifications, which they were never intended to be." In re Gay, 309 
F.2d 769, 774, 50 CCPA 725, 733, 135 USPQ 311, 316 (CCPA 1962). 

Applicants respectfully assert that the present specification teaches how to make and use 
a substantially pure histidine-rich glycoprotein polypeptide coupled either to the recited 
detectable markers or to a toxin. For example, methods for making and purifying HRGP 
polypeptides are set forth in the specification, including tissue culture and recombinant 
expression and purification systems; see, e.g., page 6, lines 17-18 and pages 7-11. The 
specification describes, in detail, the claimed detectable markers and toxins that are suitable for 
use in the claimed compositions. See , for example, pages 18 and 19. Methods for conjugating 
the claimed detectable markers and toxins to a polypeptide are well known to those of ordinary 
skill in the art, as supported by the Hunter et al, David et al, Pain et al, and Nygren references 
cited in the specification at page 18; see also references AP, ALL, and AMM listed on the PTO- 
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1449 submitted on October 27, 2004 and initialed by the Examiner in the Office action of 
January 12, 2005. Thus, the specification clearly enables the preparation of the recited 
compositions. 

The specification also enables the use of the recited compositions. For example, the 
specification at pages 13-15 sets forth pharmaceutical compositions including the claimed 
compositions, and methods for administering the same. Examples 4, 9, and 20 disclose the 
administration of an HRGP polypeptide to animals. Page 18 of the specification indicates that a 
labeled HRGP polypeptide can be administered to a host, preferably into the bloodstream. Page 
18 further indicates that the presence and location of the labeled HRGP polypeptide can be 
assayed by using the appropriate detection means, e.g. magnetic resonance, radiologic methods, 
or other methods known in the art. 

Applicants respectfully assert that the Examiner seems to be inappropriately focusing on 
one particular use of the recited compositions, that of "in vivo imaging of neovascularization." 
While such a use is contemplated by the present specification, it is clearly not the only utility for 
the recited compositions. For example, page 18, lines 23-24 discloses that "the presence and 
location of a labeled HRGP polypeptide [can be] detected" using the claimed compositions. 
Labeled HRGP polypeptides can also be used in, for example, immunoassays (as described on 
page 18), or to isolate proteins (e.g., receptors) that bind to an HRGP polypeptide (as described 
on page 19). HGRP polypeptides are known to bind to T-cells; see Olsen et al and Lamb- 
Wharton et aL 9 referenced in the Supplemental Information Disclosure Statement filed herewith. 
Thus, a person having ordinary skill in the art would have known that labeled HRGP 
polypeptides could also be used to detect T-cells. With respect to the compositions of claim 46, 
the specification discloses that the HRGP polypeptide can be used to reduce tumor growth; see, 
e.g., Examples 4, 9, and 20. One having ordinary skill in the art would have recognized that 
HRGP polypeptides coupled to a toxin could clearly be used in similar methods. In conclusion, 
as the pending claims are directed toward compositions, and not particular methods using such 
compositions, Applicants respectfully assert that the Examiner's reading of such a narrow use 
limitation (i.e., in vivo imaging of neovascularization) into the composition claims is improper. 
See Burke. Inc. v. Bruno Independent Living Aids, Inc., 183 F.3d 1334, 51 USPQ2d 1295 (Fed. 
Cir. 1999) (holding that "limitations cannot be read into the claims from the specification"). 
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Finally, Applicants respectfully assert that the Examiner's reliance on the Simantov 
reference in the enablement rejection is misplaced. The Examiner noted that "in order to detect 
the HRGP polypeptide that might be involved in angiogenesis or neovascularization," Simantov 
used "an anti-HRGP antibody ... not HRGP coupled to a detectable label." Applicants 
respectfully note that the Simantov reference's choice of an antibody to detect HRGP, rather than 
a labeled HRGP polypeptide, is irrelevant to a determination of whether the enablement standard 
has been met for the presently claimed compositions. Enablement is determined with respect to 
the " claimed invention," not with respect to an experimental design choice of another party; see 
Atlas Powder, referenced above. The present specification fully teaches how to make and use 
the claimed compositions. That Simantov chose to detect HRGP using an antibody composition 
in no way detracts from the adequacy of the present specification's teachings on how to make 
and use the claimed compositions, e.g., for in vivo imaging; for use in immunoassays; to detect 
T-cells; and to reduce tumor growth. 

Given all of the above, Applicants respectfully assert that the specification fully enables 
the presently pending claims, and request withdrawal of the rejections. 

The 35 U.S.C. §102 Rejections 

Claims 45 and 51-53 stand rejected under 35 U.S.C. § 102(b) as being anticipated by 
Borza et al ("Borza" hereinafter). The Examiner asserted that Borza teaches a substantially pure 
histidine-rich glycoprotein polypeptide or various fragments thereof coupled to Coomassie 
Brilliant Blue. 

Applicants respectfully traverse this rejection with respect to claim 45 as amended. To 
anticipate a claim, a prior art reference must "disclose every limitation of the claimed invention, 
either explicitly or inherently." In re Schreiber, 128 F.3d 1473, 44 USPQ2d 1429 (Fed. Cir. 
1997). Claim 45 has been amended to recite that the detectable marker is a fluorescent marker, a 
chemiluminescent marker, an enzymatic marker, or a magnetic resonance moiety. Claims 51-53 
depend, either directly or indirectly, from claim 45 and thus incorporate all the limitations of 
claim 45. Borza does not teach or suggest an HRGP polypeptide coupled to a fluorescent 
marker, a chemiluminescent marker, an enzymatic marker, or a magnetic resonance moiety. 
Accordingly, Borza cannot anticipate the presently pending claims. In view of the amendments 
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and remarks herein, Applicants respectfully request that the rejection of claims 45 and 51-53 
under 35 U.S.C. § 102(b) be withdrawn. 

Claims 45 and 51-53 stand rejected under 35 U.S.C. § 102(b) as being anticipated by Saez 
et al ("Saez" hereinafter) as evidenced by Borza. The Examiner asserted that Saez teaches I 125 - 
labeled human and rabbit HRGP polypeptides. The Examiner stated that Borza teaches that both 
the human and rabbit HRGP protein comprise the central domain of HRGP and also the claimed 
HRGP pentapeptide. 

Applicants respectfully traverse this rejection with respect to claim 45 as amended. As 
indicated previously, "to anticipate a claim, a prior art reference must disclose every limitation of 
the claimed invention, either explicitly or inherently." In re Schreiber, 128 F.3d 1473, 44 
USPQ2d 1429 (Fed. Cir. 1997). Claim 45 has been amended to recite that the detectable marker 
is a fluorescent marker, a chemiluminescent marker, an enzymatic marker, or a magnetic 
resonance moiety. Neither Saez nor Borza teach or suggest using a fluorescent marker, a 
chemiluminescent marker, an enzymatic marker, or a magnetic resonance moiety. Accordingly, 
claim 45, and claims 51-53 which are dependent therefrom, cannot be anticipated. Applicants 
respectfully request withdrawal of the rejection of claims 45 and 51-53 under 35 U.S.C. §102(b). 
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CONCLUSION 



Applicants respectfully assert that the present claims are in condition for allowance, 
which action is requested. The Examiner is invited to telephone the undersigned attorney if such 
would expedite prosecution. 

Enclosed is a $60.00 check for the Petition for Extension of Time fee. Please apply any 
other charges or credits to Deposit Account No. 06-1050. 



Fish & Richardson P.C., P.A. 
60 South Sixth Street, Suite 3300 
Minneapolis, MN 55402 
Telephone: (612)335-5070 
Facsimile: (612) 288-9696 



Respectfully submitted, 




Teresa A. Lavoie, Ph.D. 
Reg. No. 42,782 
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